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Extended Release Pharmaceuticals 

DECLARATION UNDER 37 C.F.R. 1,132 

Box Fee Amendment 
Commissioner for Patents 
Washington, DC 20231 

Isa Odidi and Amina Odidi declare that: 

1 . They are co-inventors of and are familiar with the present U.S. Patent Application 
Serial No. 09/845,497, and they are familiar with the Official Actions issued in the present 
application and the reference cited by the Examiner; U.S. Patent No. 6,099,859 to Cheng et al. 

2. The extended release pharmaceutical active fomriulation of the present invention 
has an encasement coat comprising a polymeric film. The encasement coat Is soluble in a pH 
of above 5.0 and comprises polymer and PEG. As such, the polymer must be a dissolvable one 
in a pH of above 5,0 and may be selected from enteric cellulose esters, polyvinyl acetate 
phthalate, methacrylic acid copolymers and any mixtures thereof, 

3. U.S. Patent No. 6,099,859 to Cheng et at. is directed to a controlled release 
pharmaceutical fbnmulation containing a core portion. The core is coated wiOi a semi- 
permeable membrane that is permeable to the passage of biological fluids but impermeable to 
the passage of the dnjg in the core. As such, the membrane itself Is not pH reactive and does 
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opt dissolve . This is due to the fact that Cheng teaches the use of non-enteric cellulose esters 
that are semi-pemneable. In the present application, it is clearly stated that the encasement 
coat is not semi-permeable. 

4. Due to the different amounts and types of polymers used in the present invention 
compared to that of Cheng, the release pnDfile of the drug within the formulations is different as 
is shown in the attached Table 1: 

5, The amount of polymer used in the formulation of the present invention was less 
that 50% (le. 45.0%) and the polymer used was soluble in a pH of above about 5.0 as claimed. 
The amount of polymer used in the membrane coating of the Cheng fonriulation was 85% and 
the type was a non-soluble cellulose acetate. 

6, These results show that the release rates of the daig depends on the amount 
and the type of cellulose polymer used. Lowering the amount of polymer used by Cheng would 
not substantially affect the shape of the curve. Therefore, since these tests show that cellulosic 
polymere listed in U.S, Patent No. 6,099.859 eteL are not equivalent to the present invention. 

7. Isa Odidi and Amina Odidi further declare that all statements made herein of 
his/her own knowledge are true and that all statements made on information and belief are 
believed to be true; and further that these statements were made with the knowledge that willful 
false statements and the like so made are punishable by fine or imprisonment, or both, under 
Section 1001 of Title 18 of the United States Code and that such willful false statements may 
jeopanjize the validity of the application or any patent issued thereon. 

Respectfully submitted, 

,2004 

Isa Odidi 



^ 2004 

Amina Odidi 
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TABLE 1 



IfarMnlaes o^yi^^ftllinliar" ^a''*««i"' nrodncta 

Please note that the aodO. drug chosea to make the compaiisaa was ilw same drag used 
ia the ejtample in Cheng's patent Xljis drug is Mfitfonnin hydroohlonde. 



I. lotempliamaiwuticsfbrmiilBtion (US 05^845497) 
Metformin coated tablet 



CopitftntmCore 

MetfbTffltn Hcl •m'aa 
MictDorystaDiDB CeUulose 



Polyvinyl pyrolidonB USP 
Matm^um stearate 



2.S8 
O.S0 

Total iSa 



rnnteitof Coat 

M^uciylic add copolymer A ^ <rt 

Methacaiiic add copolymer type B j-^J 

Red Iron Oxide J "" 
Titanium Diojdde 

Polyethjdene glycol 600 I \^ 
Total lfia_ 

2. Cheng's fiinnuIatiQa(lJS Patent 6,099^59) 
Metfo^nri ii coated tablet 



% 



nontentinCore 

MetfbiminHcl ^'J* 

Polyvinyl pyrolidone (USP) 4.38 

Sodium tiftaaicpbosphate 4«^° 
Magnesiiun stearate 

Total ISa 

Content of Coat ^ 

CdMose acetate (398-10) 8^.00 



Polyethylene glycol 400 . 



5.00 
0.00 

Total iOD_ 
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Figure!. DissoJiitioii Prade of Model Drug Showing a signiifilcaDt difference b^een 
Odidz et al and Chang et al membrane teachings: Bissointion condition: Apparatus 
2,75RFM»pH7^ 



Didsatuflon Proflla of Model Drag Showing a significant dlfferonce 
betwoen Odldl et al and Chang et al membrane teachings 
Dissolution condition: Apparsfus 2, 75 RPM, pH 7J 
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